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February 2, 2017 

 

By Electronic Delivery 

 

The Honorable Gregory Davids  The Honorable Jerry Hertaus 

State Office Building Room 585  State Office Building, Room 403 

St. Paul, MN 55155   St Paul, MN 55155 

 

The Honorable Bob Loonan  The Honorable Joseph McDonald 

State Office Building, Room 597 State Office Building, Room 503 

St Paul, MN 55155    St Paul, MN 55155 

 

The Honorable Paul Thissen  The Honorable Robert Vogel 

State Office Building, Room 317 State Office Building, Room 581 

St Paul, MN 55155   St Paul, MN 55155  

 

Re: Minnesota House - HF 287 
 

Dear Representatives Davids, Hertaus, Loonan, McDonald, Thissen, and Vogel: 

 

As the leading trade association representing the manufacturers of medical imaging equipment and 

radiopharmaceuticals, the Medical Imaging & Technology Alliance (MITA) is seeking an exemption for 

medical devices in HF 287, a bill that establishes new repair requirements for manufacturers of digital 

electronic products. 

 

FDA Process 

The Food and Drug Administration (FDA) is engaged with a variety of stakeholders on the issue of 

medical device servicing. Over the past year, the FDA has collected input from medical device servicing 

stakeholders via a comment period and a public workshop. It is our hope that based on this input the FDA 

will take action to ensure that all servicing activities result in the safe and effective operation of medical 

devices. 

 

It has been MITA’s position that all entities engaged in servicing medical devices should be held to 

consistent minimum quality, safety, and regulatory requirements. It is our belief that patients should be 

able to assume an equivalent level of quality and safety regardless of who services a medical device.  

 

A patchwork of state laws being crafted during an ongoing FDA process would directly conflict with this 

need for consistency. For this reason, medical devices should be exempted from the provisions of HF 287. 

 

Quality Servicing Requirements 

Servicing a medical device is a complex and often difficult activity that poses a range of serious risks to 

patients and operators if performed improperly. For this reason, satisfactory quality and regulatory 

performance of servicing activities is dependent on more than possession of proper materials. Suitable 
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training, adherence to a quality system, and compliance with FDA regulatory requirements are essential to 

proper device servicing.  

 

Proper training is at the core of effective servicing activities and is vital to ensuring the safe and effective 

operation of the medical device. Training is an essential first step and an ongoing process intended to 

develop the skills and knowledge necessary for competent performance of a task. Given the complexity of 

medical imaging devices and potential impact on patients, a high level of training is necessary to perform 

any of these activities. Additionally, this training needs to be constantly updated to reflect knowledge of 

the latest products, including software and hardware and versions thereof, and a deep understanding of 

and adherence to current best practices. 

 

Operating within a quality system is a safeguard to performance of servicing activities so that consistent 

safe and effective repairs and operation of the medical device can be checked. A quality system ensures 

that medical devices consistently meet applicable requirements and specifications and goes beyond mere 

possession of information or materials. Rather, a quality system is a set of policies, practices, and 

procedures which form the foundation of safe and effective operation of a device. 

 

Lastly—and to state the obvious—detailed knowledge of and compliance with FDA regulatory 

requirements is elemental to performance of servicing activities and further guarantees the safe and 

effective maintenance and operation of the medical device. 

 

Currently, only manufacturers are held to regulatory requirements by the FDA, including 21 CFR 820. 

Inexplicably, non-OEM entities are not held to the same consistent quality, safety, and regulatory 

requirements as OEMs are. Over the past year, the FDA has engaged in a process with a multitude of 

stakeholders to examine current practices in the device servicing industry. MITA continues to stand fast 

in its belief that all entities servicing medical devices meet the same quality, safety, and regulatory 

requirements.  

 

For these reasons, we believe that medical devices should be exempted from HF 287. 

 

*       *       *       * 

 

 

If you have any questions, please contact Cassandra Ricci at 703-841-3228 or by email at 

cricci@medicalimaging.org. 

 

Sincerely, 

 

 
 

Patrick Hope 

Executive Director, MITA 
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MITA is the collective voice of medical imaging equipment and radiopharmaceutical manufacturers, 

innovators and product developers. It represents companies whose sales comprise more than 90 percent 

of the global market for medical imaging technology. These technologies include: magnetic resonance 

imaging (MRI), medical X-Ray equipment, computed tomography (CT) scanners, ultrasound, nuclear 

imaging, radiopharmaceuticals, and imaging information systems. Advancements in medical imaging are 

transforming health care through earlier disease detection, less invasive procedures and more effective 

treatments. The industry is extremely important to American healthcare and noted for its continual drive 

for innovation, fast-as-possible product introduction cycles, complex technologies, and multifaceted 

supply chains. Individually and collectively, these attributes result in unique concerns as the industry 

strives toward the goal of providing patients with the safest, most advanced medical imaging currently 

available. 

  

 

 

 

 


